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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 4/15/04 
has been entered. 

Claims 8 and 16 were canceled and new claims 32-34 were added as requested. 
Claims 1-4, 6, 7, 9-12, 14, 15, and 17-34 are pending and under consideration in 
this Office Action. 

On 7/28/2000, Applicant filed a request for a continuing prosecution application, 
including a new specification, and copies of the original claims, abstract, drawings and 
oaths. These documents were made of record and replace the original specification, 
claims, drawings, abstract, and oaths. 

Rejections Withdrawn 

The rejections of claims 17, 20, 27, and 31 under 35 USC 112, second 
paragraph are withdrawn in view of Applicant's amendments. The rejection of claims 1, 
8, 17, 18, and 24-28 under 35 U.S.C. 102(e) as being anticipated by Lee is withdrawn in 
view of Applicants amendments requiring that the polyoxyethylene (POE) portion of the 
copolymer must less than 45% of the total weight of the copolymer. The rejection of 
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claims 25, 28, and 30 under 35 USC 103 over Torrence and Lee is withdrawn in view of 
Applicants amendments requiring that the polyoxyethylene (POE) portion of the 
copolymer must less than 45% of the total weight of the copolymer. 



Drawings 

The drawings filed 12/9/99 were objected to by the Draftsman for the reasons set 
forth in the PTO Form 948 attached to Paper No, 24 mailed 10/10/03. New drawings 
were received on 7/28/2000, but these drawing appeared to be identical to those 
originally filed, so the objection is maintained. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-4, 6-12, 14-31, and 34 are rejected under 35 U.S.C. 112. second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claims 1-4, 6-12, 14-31, and 34 are indefinite because the intended scope of the 
nucleic acids intended to be embraced is unclear. Specifically, it is unclear if Applicant 
intends to claim compositions comprising oligonucleotides such antisense , triplex 
formers, and ribozymes, or whether Applicant intends to claim expression vectors 
encoding such oligonucleotides. 
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Response to Arguments 

Applicant's arguments filed 4/15/04 have been fully considered but they are not 
persuasive. Applicant argues that the claims as amended are definite. This is 
unpersuasive. The claims read: "expression vectors which encode gene products, 
genes, oligonucleotides, antisense oligonucleotides, triplex DNA compounds, ribozymes 
and mixtures thereof." It remains unclear as to whether or not Applicant intends the 
"genes, oligonucleotides, antisense oligonucleotides, triplex DNA compounds, 
ribozymes and mixtures thereof to be encoded by the expression vector, or whether 
these items are independent nucleic acids not associated with any expression vector. 
This claim can be interpreted as being drawn to expression vectors that encode any of 
the species that follow in the claim, or as being drawn to expression vectors encoding 
gene products. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1. 6, 7. 9. 14. 15, and 17-34 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 
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Claims 1, 6, 7, 9, 14, 15. and 17-33 recite the limitation "the polyoxyethylene 
portion of the block copolymer is less than 45% of the total weight of the block 
copolymer". This phrase is interpreted as a range from 0% to 45%. The specification 
provides no written support for this particular range, so it represents new matter. The 
specification provides written support for 1% to 50%, and for 5% to 20%, but does not 
provide support for the range of 0-45%, and there is no evidence that Applicant 
contemplated this specific range at the time the invention was filed. 

Claims 32 and 33 require that the hydrophobe portion must be between 
approximately 500 and 1000 Da. The specification provides no written support for this 
range, in fact the specification does not disclose any copolymer in which the 
hydrophobic portion is less than 750 Da. As such, there is no evidence that Applicant 
contemplated this specific range at the time the invention was filed, and it represents 
new matter. 

Claim 33 requires that the polyoxyethylene portion of a block copolymer must be 
"approximately 1 0% -30% of the total weight of the block copolymer. The specification 
provides no written support for this range, and there is no evidence that Applicant 
contemplated this specific range at the time the invention was filed, so it represents new 
matter. 

Claim 34 requires that the polyoxypropylene portion of a copolymer must be 
"between approximately 4400 and 15000 Daltons". The specification provides no written 
support for this range, and there is no evidence that Applicant contemplated this specific 
range at the time the invention was filed, so it represents new matter. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 

form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-4, 9-12, 17, 19, and 20 stand rejected under 35 U.S.C. 102(e) as being 
anticipated by Allison et al (US Patent 5,376.369, issued 12/27/94) as evidenced by . 

Allison taught that Pluronics LI 01, LI 21, and LI 22, could be used as an adjuvant 
in the delivery of whole vinjses in vivo as vaccines (see abstract, and column 23, lines 
24-55, especially, lines 30, 31. 34. 36, 38, 46. and 55). Note that LI 01 and LI 22 are 
the trade names for CRL 8131 and CRL 8142, respectively (see e.g. Table II at page 17 
of instant specification). Whole viruses comprise nucleic acids encoding genes, and 
can be considered expression vectors. The limitation requiring an expression vector 
capable of expressing the genes is anticipated by the viruses themselves, which are 
clearly capable of expressing their own genes. Because the viruses comprise genes 
required for viral transcription, they comprise genes that are used for altering gene 
activity, particularly during the process of viral amplification 

Thus Allison anticipates the claims. 
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Claims 1-3, 9-11, 17, and 19-21 stand rejected under 35 U.S.C. 102(e) as being 
anticipated by Wasmoen et al (US Patent 5,656,275, issued 8/12/97), as evidenced by 
Osorio et al (WO 99/39733, issued 8/12/99). 

Wasmoen taught that Pluronic LI 21 could be used as an adjuvant in the delivery 
of whole viruses in vivo (see column 3 line 66 to column 4, line 28). Whole viruses 
comprise nucleic acids encoding genes, and can be considered expression vectors. To 
the extent that the viruses must be propagated in order to make the disclosed vaccines, 
the nucleic acids are amplified. The limitation requiring an expression vector capable of 
expressing the genes is anticipated by the vimses themselves, which are clearly 
capable of expressing their own genes. The compositions can be considered to 
comprise an antimicrobial drug (claim 18) in the form of viral antigens. Because the 
viruses comprise genes required for viral transcription, they comprise genes that are 
used for altering gene activity, particularly during the process of viral amplification. The 
viruses are modified to express foreign antigens for the purpose of providing an immune 
response against the antigens. It is noted that Wasmoen exemplifies a virus in which 
the antigen is expressed and incorporated into the viral particle, prior to administration 
of the virus to a recipient animal. However, a review of the art indicates that the virus of 
Wasmoen should be capable of infecting cells in vivo and subsequently producing a 
foreign antigen in infected cells in vivo, thereby meeting the limitations of claims 21 and 
29. See Osorio et al who teach recombinant raccoon poxviruses similar to those of 
Wasmoen, containing foreign genes encoding antigens and immunomodulatory factors 
for expression in the recipient (page 6, line 22 to page 7, line 10, page 7, line 21 to page 
8, line 7, page 10, lines 4-22. 

Thus Wasmoen anticipates the claims. 
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Response to Arguments 

Applicant's arguments filed 4/15/04 have been fully considered but they are not 
persuasive. 

Applicant argues at page 1 1 that Allison fails to anticipate the claims because the 
compositions and methods relied upon from the disclosure of Allison also comprise an 
immunopotentiating amount of a muramyldipeptide, a whole virus, and a glycopeptide, 
Applicant argues that the inventions are distinct because the instant invention does not 
require a muramyldipeptide, a whole virus, or a glycopeptide. This is unpersuasive 
because the instant claims do not exclude these agents. Applicant's assertion that 
Allison fails to teach all of the limitations of the claims is unpersuasive because 
Applicant fails to point out which limitation Allison fails to teach. 

Regarding the rejection of Wasmoen as evidenced by Osorio. Applicant 
argues teachings of Wasmoen relied upon in the rejection are not enabled. For support 
Applicant relies Osorio, noting that Osorio teaches that an adjuvant is not essential for 
poxvirus vaccine production, and would in some cases preclude the advantages of a 
poxvirus vaccine. This argument is unpersuasive because Applicant has provided no 
evidence or reasoning to indicate that the use of LI 21 would render inoperative the 
invention of Wasmoen. Absent such evidence or reasoning, the invention is considered 
to be enabled. Applicant argues further that in the invention of Wasmoen it is not the 
viral nucleic acid per se that is required for vaccine activity, but rather the protein 
antigens in the virus particle. This is unpersuasive because, as noted in the rejection, a 
review of the art indicates that the vims of Wasmoen should be capable of infecting 
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cells in vivo and subsequently producing a foreign antigen in infected cells in vivo, 
thereby meeting the limitations of claims 21 and 29. See Osorio et al who teach 
recombinant raccoon poxvinjses similar to those of Wasmoen, containing foreign genes 
encoding antigens and immunomodulatory factors for expression in the recipient 
(page 6, line 22 to page 7. line 10, page 7, line 21 to page 8, line 7, page 10, lines 4-22. 
Finally Applicant argues that Wasmoen and Osorio fail to teach the addition of a low 
molecular weight alcohol or Tween 80. This is unpersuasive because the rejected 
claims do not recite low molecular weight alcohol or Tween 80 as limitations. Although 
the claims are interpreted in light of the specification, limitations from the specification 
are not read into the claims. See In re Van Geuns, 988 F.2d 1 181 , 26 USPQ2d 1057 
(Fed. Cir. 1993). 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1, 6, 7, 9, 14, 15, and 34 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Wasmoen et al (US Patent 5,656,275, issued 8/12/97) in view of 
Miyamura et al (US Patent 5,372,928, issued 12/13/94). 

Wasmoen taught that Pluronic LI 21 could be used as an adjuvant in the delivery 
of whole virus vaccines in vivo (see column 3 line 66 to column 4, line 28). Whole 
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viruses comprise nucleic acids encoding genes, and can be considered expression 
vectors. To the extent that the viruses must be propagated in order to make the 
disclosed vaccines, the nucleic acids are amplified. Note that LI 21 has a hydrophobe 
molecular weight of about 4400, which is within 10% of the recited "approximately 
4400", and so is considered to be within the claimed range. The hydrophile percentage 
of LI 21 is about 90%. 

Wasmoen did not teach the addition a surfactant and an alcohol to the vaccine. 

Miyamura teaches that vaccine compositions are often modified by the addition 
of ethanol and Tween 80. See e.g. column 19, lines 5-22. Arriving at the appropriate 
concentrations of these additives is considered to be routine optimization. 

Thus the invention as a whole was prima facie obvious. 

Response to Arguments 

Applicant's arguments filed 4/15/04 have been fully considered but they are not 
persuasive. 

Applicant argues at page 14 of the response that Miyamura fails to teach the or 
suggest the combination of ethanol and Tween 80 as claimed, noting that the reference 
requires three bacterial components in conjunction with Tween 80 and squalene to be 
effective. This argument is unpersuasive because Miyamura clearly states that ethanol 
is a useful vaccine excipient, and that the vaccine may further comprise the requires 
three bacterial components, Tween 80, and squalene. See column 19, lines 5-22. As 
adjuvant components, the concentrations of Tween 80 and ethanol are considered to be 
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result-effective variables, and as noted above, arrival at the optimum concentrations of 
ethanol and Tween 80 is considered to be to be routine optimization of such variables. 
See MPEP 2144,05 (II). 



No claim is allowed. Claims 18 and 22-32 are free of the prior art of record. 

Any inquiry concerning this communication or earlier communications from the 
examiner(s) should be directed to Richard Schnizer, whose telephone number is 571- 
272-0762. The examiner can normally be reached Monday through Friday between the 
hours of 6:20 AM and 3:50 PM. The examiner is off on alternate Fridays, but is 
sometimes in the office anyway. 

If attempts to reach the examiner by telephone are unsuccessful, the Examiner's 
supervisor, John Leguyader, be reached at 571-272-0760. The official central fax 
number is 703-872-9306. Any inquiry of a general nature or relating to the status of 
this application or proceeding should be directed to (571) 272-0547. 
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Business Center is a complete service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also enables applicants to view 
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Conclusion 




Richard Schnizer, Ph.D. 



